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DETAILED ACTION 
Election/Restrictions 

1 . Applicants election with traverse of group I (claims 1-15) in the reply filed on 23 
October 2006 is acknowledged. The traversal is on the ground(s) that "the Examiner 
does not explain or provide support in her conclusion that the subject matter of each 
respective invention has been recognized as having acquired separate status in the art." 
The applicant argues that "all of the inventions are group together in class 607, subclass 
4," and that "Inventions I, II, and II are all directed to treating asystole." These 
arguments are not found persuasive because the groups of claims comprise divergent 
subject matter, regardless of their placement in the art. As claimed, group I applies to 
delivery of pacing therapy in response to detection of cardiac asystole only (lines 14-15 
of the claim), whereas claim 16 applies to delivery of pacing therapy in response to any 
cardiac condition, which includes arrhythmias or fibrillation. Further, as to the distinction 
between groups I and III, the applicant argues that "the addition of a lead does not 
present 'a serious burden 1 when searching the prior art." The examiner respectfully 
disagrees. As previously mentioned, these claims pertain to different subject matter 
(i.e., leaded versus leadless systems) and are therefore different inventions. 

2. The requirement is still deemed proper and is therefore made FINAL. Claims 16- 
67 are withdrawn, and claims 1-15 are pending. 
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Claim Objections 

3. Claims 16-67 are objected to because of the following informalities: the status 
indicators show these claims as "Original" rather than "Withdrawn" or "Cancelled" as 
would be appropriate for a nonelected group of claims. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by Gill 
(U.S. 5,074,301). Regarding claims 1-6 and 11, Gill discloses (col. 3, lines 49-52; 
Figure 1) a system (1) "designed to be implantable in a patient and includes a pulse 
module (10) and appropriate leads fro connecting module to a patient's heart (11)." The 
examiner considers this to be a housing configured for implantation in a patient and a 
lead system comprising one or more lead electrodes. A pacemaker is provided (col. 4, 
lines 22-55; Figure 2) that comprises "circuitry for atrial pacing (24), ventricular pacing 
(34), atrial sensing (25), ventricular sensing (35) and telemetry (30). In addition, 
pacemaker (17) includes a control block (39) which includes an interface to 
microprocessor (19)." The examiner considers this to be energy delivery circuitry 
provided in the housing, detection circuitry and control circuitry coupled to the energy 
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delivery circuitry and the detection circuitry. Gill further discloses (col. 6, lines 1-16; 
Figure 4B) an ECG trace outlining a "defibrillation shock sequence in which the 
defibrillation shock therapy is preceded by a pre-shock atrial pace. At (80), a VTA/F 
[ventricular fibrillation or ventricular tachycardia] arrhythmia has developed. Prior to the 
delivery of defibrillation shock therapy at (82), a pacing pulse is delivered to the atrium 
at (81). The timing of the pacing pulse is such that it renders the atrium depolarized 
during the subsequent delivery of the shock." As shown at (83), "the defibrillation shock 
has succeeded in reverting the VTA/F arrhythmia and normal sinus rhythm is present." 
The examiner considers this to be an energy delivery circuitry that is capable of 
delivering a therapy to treat a tachyarrhythmia, in response to detection of a 
tachyarrhythmia requiring treatment. A defibrillation shock (col. 6, lines 34-44; Figure 
4C) "which has succeeded in reverting the VTA/F arrhythmia, is followed by a post- 
shock delay, as shown at (93). At (94), asystole is detected and thus bradycardia 
pacing is commenced, about 4 seconds after the delivery of the defibrillation shock. By 
this time, the pro-arrhythmic effect of a premature recommencement of bradycardia 
support pacing immediately post reversion has been avoided, as there has been 
sufficient time for the patient's heart's conduction system to become reorganized and 
susceptible to bradycardia support pacing." The examiner considers this to be energy 
delivery circuitry that is capable of delivering a non-physiological, life sustaining pacing 
therapy in response to detection of cardiac asystole. 

6. Regarding claims 7-10 and 12, Gill discloses, (col. 1, lines 22-32) "The term 
therapy as used herein includes the processes used between the detection and the 
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reversion of a tachyarrhythmia and includes the actions of antitachycardia pacing, 
cardioversion and/or defibrillation shocks. The term cardioversion refers to the 
discharge of electrical energy into the cardiac tissue in an attempt to terminate or revert 
a tachyarrhythmia. This may take the form of a high energy discharge (up to 40 Joules 
or more) or a low energy discharge (less than 1 Joule). The discharge may be 
monophasic or biphasic but is not restricted to these waveforms." The examiner 
considers this to teach a tachyarrhythmia therapy that includes anti-tachycardia pacing 
therapy, treatment of cardiac fibrillation and bi- or monophasic defibrillation therapy. 

7. Further regarding claim 12, Gill discloses, (col. 4, lines 1-5) "Defibrillator (16) 
produces a high voltage to charge its capacitors and then discharges them in response 
to control signals from microprocessor. A defibrillator electrode lead (14) transfers the 
energy of a defibrillator shock (15) from the implanted pulse module (10) to the surface 
of the heart (11)." The examiner considers this to be an energy delivery circuit that 
comprises a capacitor circuit; a tachyarrhythmia therapy that comprises a defibrillation 
therapy and a cardioversion therapy that is delivered prior to or during charging of a 
capacitor of the capacitor circuit. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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9. Claims 13-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gill (U.S. 5,074,301). Gill discloses the claimed invention but does not disclose 
expressly the electrodes being intrathoracic, subcutaneous or on the housing of the 
implantable device. It would have been an obvious matter of design choice to a person 
of ordinary skill in the art to modify the endocardial electrodes as taught by Gill, with the 
electrode arrangements as claimed, because the applicant has not disclosed the 
electrode arrangements provide an advantage, is used for a particular purpose, or 
solves a stated problem. One of ordinary skill in the art, furthermore, would have 
expected the applicant's invention to perform equally well with the lead electrodes as 
taught by Gill, because they are able to effectively sense and pace the heart, as 
claimed. Furthermore, it is well known in the art to use intrathoracic, subcutaneous or 
can electrodes for the claimed purposes. Therefore, it would have been an obvious 
matter of design choice to modify the electrode placement to obtain the invention as 
specified in the claims. 

Conclusion 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Malamud whose telephone number is (571) 
272-2106. The examiner can normally be reached on Monday-Friday, 9.00am-5.30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571)272-6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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